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To  aiiKMul  title  XA'III  of  tlic  Social  Sci'Ui-ity  Act  to  modify  the  dcsijriiatioii 
of  accreditation  orfiaiiizations  for  i)rostiietic  devices  and  ortiiotics  and 
pi-ostlietics,  to  apply  accreditation  and  licensure  recjuireineiits  to  sncii 
(kn-ices  and  items  for  purposes  of  ])a\inent  under  tlie  Medicare  ])rofn"ani, 
and  to  moditS-  the  ])a\inent  inethodolof>y  for  such  devices  and  items 
undei'  such  i)i-oj»ram  to  account  for  practitioiiei-  qualifications  and  com- 
plexity of  care. 


Ms.  BERra.EV  (for  herself  and  Mr.  Davis  of  Alabama)  inti-oduced  the  fol- 
loMnnfj  bill;  which  was  referred  to  the  Conunittee  on  Enerfi^-  and  Com- 
merce, and  in  addition  to  the  Committee  on  Ways  and  Means,  foi-  a  pe- 
riod to  l)e  sub.se(iuently  determined  by  the  Speaker,  in  each  ca.se  for  con- 
sideration of  such  provisions  as  fall  within  the  jurisdiction  of  the  com- 
mittee concerned 


To  amend  title  XVIII  of  tlie  Social  Security  Act  to  modify 
the  desipiatioii  of  accreditation  orf>aiiizations  for  i)ros- 
thetic  devices  and  orthotics  and  jirosthetics,  to  ai)i)ly 
accreditation  and  licensui'e  requirements  to  sucii  de^^ces 
and  items  for  ])urp()ses  of  i)a\nnent  under  the  Medicare 
program,  and  to  modify  the  ])ayment  methodology  for 
such  devices  and  items  undei"  such  program  to  account 
for  |)ractitioner  (]ualifications  and  complexity  of  care. 


IN  THE  HOUSE  OF  REPRESEXTATI\^S 
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1  Be  it  enacted  hy  the  Senate  and  House  of  Represen  ta- 

2  tives  of  the  United  States  of  America  in  Congress  assemhled, 

3  SECTION  1.  SHORT  TITLE. 

4  This  Act  may  be  cited  as  the  "Medicare  Orthotics  and 

5  Prosthetics  Improvement  Act  of  2008". 

6  SEC.  2.  MODIFICATION  OF  REQUIREMENTS  APPLICABLE 

7  UNDER  MEDICARE  TO  DESIGNATION  OF  AC- 

8  CREDITATION    ORGANIZATIONS    FOR  SUP- 

9  PLIERS     OF     PROSTHETIC     DEVICES  AND 

1 0  ORTHOTICS  AND  PROSTHETICS. 

1 1  (a)  In  Genek.\l.— Section  1 834(a)(20)(B)  of  the  So- 

12  cial  Security  Act  (42  U.S.C.  1395m(a){20)(B))  is  amend- 

13  ed— 

14  (1)  by  strikinfi'  "Not  later  than"  and  inserthig: 

15  "(i)  IN  OENEIi^VL. — Subject  to  clause  (ii),  not  later 

16  than"  A\ith  the  same  indentation  as  the  clause  added 

17  by  paragTaj)!!  (2);  and 

18  (2)  by  adding  at  the  end  the  folkn^ing  new 

19  clause: 

20  "(ii)    Specl\l   requirements  for 

21  ACCREDITATION  OF  PROSTHETIC  DEVICES 

22  iVND  ORTHOTICS  AND  PROSTHETICS. — For 

23  puri)oses   of  ai)phing  (luality  standards 

24  under  subi)araoTa])h  (A)  for  suppliers  of 

25  items  and  senices  desci'ibed  in  sul)i)ara- 
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1  gTaph  {D)(ii),  the  Secretaiy  shall  designate 

2  and  ai)prove  an  iiide])endeiit  accreditation 

3  or<ianization  undei-  clause  (i)  only  if  such 

4  organization  is  a  Board  oi-  i)rograni  de- 

5  scribed  in   subsection   (h)(l  )(P^)(iv).  Not 

6  later  than  Januaiy  1,  2009,  the  Secretaiy 

7  shall  ensure  that  at  least  one  independent 

8  accreditation    organization   is  designated 

9  and   approved   in    accordance   ^^^th  this 

10  clause.". 

11  (b)  Effective  Date. — An  organization  must  satisfy 


12  the  re(iuirement  of  section  1834(a)(20)(Pj)(ii),  as  added 

13  by  subsection  (a)(2),  not  later  than  January  1,  2009,  re- 

14  gardless  of  Avhether  such  organization  is  designated  or  ap- 

15  i)roved  as  an  in(le])en(lent  accreditation  organization  be- 

16  fore,  on,  or  after  the  date  of  the  enactment  of  this  Act. 

17  SEC.  3.  APPLICATION  OF  EXISTING  ACCREDITATION  AND 


18  LICENSURE   REQUIREMENTS   FOR  CERTAIN 

19  PROSTHETICS     AND  CUSTOM-FABRICATED 

20  ORTHOTICS  TO  PROSTHETIC  DEVICES  AND 

21  ORTHOTICS  AND  PROSTHETICS. 

22  (a)  In  Generai..— Section  1834(h)(1)(F)  of  the  So- 


23  cial  Security  Act  (42  U.S.C.  1395m(h)(l)(F))  is  amend- 

24  ed— 
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1  (1)  in  the  heading-,  by  striking  ''Speclvi.  pay- 

2  MENT  RULES  FOR  CERTAIN  PROSTHETICS  AND  CUS- 

3  TOM-PABRICATED  ORTHOTICS"  and  inserting  "Pay- 

4  MENT  rules"; 

5  (2)  in  clause  (i),  by  striking  "an  item  of  ens- 

6  tom-fabricated  orthotics  described  in  clause  (ii)  or 

7  for  an  item  of  ]irosthetics  unless  such  item  is"  and 

8  inserting  "a  prosthetic  de\ice  or  an  item  of  orthotics 

9  or  ])rosthetics,  including  an  item  of  custom-fab- 

10  ricated  orthotics  described  in  clause  (ii),  unless  such 

1 1  de^^ce  or  item,  res])ectively,  is"; 

12  (3)  in  clause  (ii)(II),  by  striking  "a  list  of  items 

13  to  which  this  sub])aragra|)h  ai)i)lies"  and  inserting 

14  "a  list  of  items  for  i)uri)()ses  of  clause  (i)";  and 

15  (4)  in  clause  (iii)(III),  by  striking  "to  i)ro\ide 

16  or  manage  the  ])ro^^sion  of  prosthetics  and  custom- 

17  designed  or  -fabricated  orthotics"  and  inserting  "to 

18  ]innnde  or  manage  the  pro^^sion  of  prosthetics  and 

19  orthotics  (and  custom-designed  or  -fabricated  orthot- 

20  ics,  in  the  case  of  an  item  described  in  clause  (iii))". 

21  (b)  Effective  Date. — The  amendments  made  by 

22  subsection  (a)  shall  i\])])\y  to  (Unices  and  items  fiu-nished 

23  on  or  after  Januaiy  1,  2009. 
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1  SEC.  4.  REPORTS. 

2  (a)  Report  on  Enforcing  New  Licensing  .\nd 

3  Accreditation  Requirements. — Not  later  than  18 

4  months  after  the  date  of  the  enactment  of  this  Act,  the 

5  Secretaiy  of  Health  and  Human  Services  shall  submit  to 

6  Congress  a  report  on  the  steps  taken  by  the  De])artment 

7  of  Health  and  Human  Senices  to  ensure  that  the  State 

8  licensure  and  accreditation  requirements  under  section 

9  1834(h)(l)(I)  of  the  Social  Security  Act,  as  added  by  sec- 

10  tion  3,  are  enfoi-ced.  Such  rejiort  shall  include  a  deter- 

1 1  mination  of  the  extent  to  which  pa^^neuts  for  ])rosthetic 

12  devices  and  orthotics  and  prosthetics  under  the  Medicare 

13  ])rogTam  under  title  XVT^II  of  such  Act  are  made  only  to 

14  those  pro\iders  of  senices  and  suppliers  that  meet  the  rel- 

15  evant  accreditation  and  licensure  requirements  under  such 

16  section,  as  well  as  a  determination  of  whether  additional 

17  stei)s  are  needed. 

18  (b)  Report  ox  Fraud  and  Aiutse. — Not  later  than 

19  30  months  after  the  date  of  the  enactment  of  this  Act, 

20  the  Secretary  of  Health  and  Human  Senices  shall  submit 

21  to  CongTess  a  rejiort  on  the  effect  of  the  requirements 

22  under  subsection  (a)(20)(B)(ii)  of  section  1834  of  the  So- 

23  cial  Security  Act  (42  U.S.C.  1395m),  as  added  by  section 

24  2,  and  subsection  (h)(l)(l)  of  such  section,  as  added  by 

25  section  3,  on  the  occurrence  of  fraud  and  abuse  under  the 

26  Medicare  i)rogTani  under  title  X\^II  of  such  Act,  with  re- 
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1  spec't  to  ])rostliotic  devices  and  orthotics  and  ])i-ostlietics 

2  for  whicii  ])a^^llellt  is  made  under  such  prog:i'ani. 

3  SEC.  5.  MODIFICATION  OF  MEDICARE  PAYMENT  METHOD- 

4  OLOGY    FOR    PROSTHETIC    DEVICES  AND 

5  ORTHOTICS  AND  PROSTHETICS. 

6  Section  1834(h)  of  the  Social  Security  Act  (42  U.S.C. 

7  1395in(h))  is  amended — 

8  (1)   in   paragTa])])   (1)(B),   hy  striking-  "and 

9  (II)(i)"  and  inserting  "(II)(i),  and  para^aph  (5)"; 

10  and 

11  (2)  by  adding  at  the  end  the  follcming  ucav 

12  i)ai'agrai)li: 

13  "(5)    ]M()1)IFICATI().\    OF    PAYMENT  METIIOD- 

14  OLOdY  TO  ACCOUNT  FOR  PIUCTITIONER  QUALIFK^A- 

15  TIONS  AND  COMPLEXITY  OF  CAKE. — 

16  "(A)  In  (JENERAL. — Tlie  Secretary  shall 

17  modify  the  pa.Muent  basis  under  i)aragrraph 

18  (1)(B)  foi-  i)rosthetic  devices  and  orthotics  and 

19  prosthetics  in  a  manner  that  links  the  com- 

20  plexity  of  the  respective  item  and  the  qualifica- 

21  tions  of  the  indiAichial  or  entity  furnishing  and 

22  fabricating  such  res])ective  item  in  determining 

23  the  paAHuent  basis  foi-  such  item.  Such  modi- 

24  fications  shall  be  implemented  in  a  manner  that 

25  proAides  for  the  ai)i)licati()n  of  such  modifica- 
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1  tioiis  to  items  furnished  on  or  after  Januaiy  1, 

2  2009.  Such  modifications  shall  be  designed  to 

3  result  in  the  same  agjji-egate  amount  of  ex])end- 

4  itures  for  ])rosthetie  de^^ees  and  oi-thoties  and 

5  jjrostheties  under  this  section  for  a  year  as 

6  would  be  made  if  this  subparagraph  did  not 

7  'ipi>ly,  as  estimated  by  the  Secretaiy. 

8  "(B)  iVSSKJNMENT  OF  BILLIN(J  (X)DES. — 

9  For  puii^oses  of  subi:)aragi'aph  (A),  in  modifHing 

10  the  ])aAinent  basis  under  paragTaph  (1)(B),  the 

11  Secretary^   shall   utilize   and    incorporate  the 

12  '2008  Orthotics  and  Prosthetics  Trii)artite  Doc- 

13  ument'    a    nnilti-organization    c()m])ilation  of 

14  HCPCS  codes  to  assign  s])ecific  billing  codes  to 

15  the  categoiy  of  orthotics  and  i)rosthetics  care 

16  described  in  each  of  clauses  (i)  through  (iv)  of 

17  subparagTaph  (C)  using  the  ])rovider  qualifica- 

18  tion  designation  foi"  each  HCPCS  code  as  stat- 

19  ed  in  such  document. 

20  "(C)   Categories  of  oktiiotk^s  ^\nd 

21  PKOSTIIETICS  VMiE  DESCKUiED. — 

22  "(i)        CuSTOM-F.yiRlCATED  ("AT- 

23  EGORY. — The  categoiy  of  orthotics  and 

24  ])rosthetics  care  described  in  this  clause  is 

25  a  category  for  custom-fabricated  devices 
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1  that  are  made  from  detailed  measure- 

2  ments,  images,  or  models  in  accordance 

3  with  a  prescrijrtion  and  that  can  only  be 

4  utilized  by  a  specific  intended  i)atient.  The 

5  pro^^der  qualification  designation  for  the 

6  category  shall  reflect  the  followdng: 

7  "(I)  The  categoiy  of  care  involves 

8  the  highest  level  of  comi)lexity  with 

9  substantial  clinical  i-isk. 

10  "(II)  The  categoiy  of  care  re- 

11  ({uires  a  i)ractitioner  who  is  creden- 

12  tialed,  certified,  or  licensed  in  oi-thot- 

13  ics  or  prosthetics,  respectively,  to  in- 

14  sure  the  comjirehensive  ])r(nisi()n  of 

15  orthotic  care  or  jirosthetic  care,  re- 

16  spectively.  Such  care  shall  be  based  on 

17  sound  clinical  judgment  and  technical 

18  ex]iertise  based  on  the  practitioner's 

19  education   and   clinical   training,  in 

20  order  to  allow  the  practitioner  to  de- 

21  termine  the  de^^ce  parameters  and  de- 

22  sign,  fabrication  ])rocess,  and  func- 

23  tional  purjiose  sjiecific  to  the  needs  of 

24  the  i)atient  to  maximize  o])timal  clin- 

25  ical  outcomes. 
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1  "(ii)    Custom-fitted    iiKiii. — The 

2  category  of  ortliotics  and  ])i-()sthetics  care 

3  described  in  this  clause  is  a  category  for 

4  i)i-efabricated  devices  that  are  niaimfac- 

5  tured  with  no  specific  patient  in  mind,  but 

6  that    are    a])])ropriately    sized,  ada])ted, 

7  modified,   and   configured   {\v\th   the  re- 

8  quired  tools  and  equi])ment)  to  a  specific 

9  patient  in  accordance  with  a  ]irescription. 

10  The  jHwider  qualification  designation  for 

1 1  the  categorv^  shall  reflect  the  foUoAving: 

12  "(I)  The  category  of  car'e  involves 

13  moder-ate  to  high  com])lexity  with  sub- 

14  stantial  clinical  risk. 

15  "(11)  The  category  of  cai'e  r-e- 

16  quii'es  a  ])ractiti()ner  who  is  cr'eden- 

17  tialed,  certified,  oi-  licensed  in  or-thot- 

18  ics  or  pr-osthetics  or  a  r-elated  freld  in 

19  which  or'thotics  or-  pr-osthetics  is  the 

20  pr-imaiy  focus  of  the  course  of  study, 

21  to  insure  the  apjH'opr'iate  ]iro\isioii  of 

22  or'thotic  care  or-  pr-osthetic  care,  re- 

23  si)ectively.  Such  cai-e  shall  be  based  oir 

24  sound  clinical  judgment  and  technical 

25  exi)ertise  based  on  the  pr-actitioner's 
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1  odiication    and   clinical   training;,  in 

2  order  to  allow  the  i)ractiti()ner  to  de- 

3  termine  the  approi)riate  de^^ce  relative 

4  to  the  diagnosis  and  si)ecific  to  the 

5  needs  of  the  ]5atient  to  maximize  opti- 

6  mal  clinical  outcomes. 

7  "(iii)    Custom-fitted    lo\y. — The 

8  category  of  orthotics  and  prosthetics  care 

9  descrilied  in  this  clause  is  a  categoiy  for 

10  prefabricated  dcAnces  that  are  manufac- 

1 1  tured  with  no  s])ecific  i)atient  in  mind,  but 

12  that  are  ap])ropriately  sized  and  adjusted 

13  to  a  si)ecific  i)atient  in  accordance  with  a 

14  prescription.    The    pro\ider  qualification 

15  designation  for  the  category  shall  reflect 

16  the  following: 

17  "(I)  The  category  of  care  involves 

18  a  low  level  of  complexity  and  Ioav  clin- 

19  ical  risk. 

20  "(11)  The  categors^  of  care  re- 

21  (juii-es  a  suppUer  that  is  credentialed, 

22  certified,  or  licensed  within  a  limited 

23  scope  of  practice  to  insure  a])i)r()priate 

24  provision  of  oi-thotic  care.  The  su])- 

25  plier's  education  and  training  shall  in- 
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1  sure  that  basic  clinical  knowledge  and 

2  technical  ex])ertise  is  available  to  con- 

3  firm  successful  fit  and  de^^ce  compli- 

4  ance  with  the  ])rescriiition. 

5  "(iv)  Off-the-shelf. — The  categoiy 

6  of  orthotics  and  i)rosthetics  care  described 

7  in  this  clause  is  a  categoiy  for  pi-efab- 

8  ricated  de\aces  that  reciuire  minimal  self 

9  adjustment  for  a])])roi)riate  use.  The  pro- 

10  videi'  (lualification  designation  for  the  cat- 

11  egoiy  shall  i-eflect  that  such  de^dees  do  not 

12  recjuire  exjjertise  in  trinnning,  bending, 

13  molding,  assembling,  or  customizing  to  fit 

14  the  ])atient  and  that  no  formal  credential- 

15  hig,  clinical  education,  or  technical  trauiing 

16  is  retiuired  to  dis])ense  such  devices. 

17  "(D)  Consultation. — In  modifving  the 

18  pa\Tnent  basis,  the  Secretaiy  sliall  consult  with 

19  ai)i)ro])riate  exj^erts  in  orthotics  and  i)i-()sthetics, 

20  including  i)ractitioners  that  ftn-nish  de\aces  and 

21  items  within  the  categories  of  i)rosthetics  and 

22  orthotics  care  described  in  sub])aragrai)h  (C).". 
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